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The Honorable Barbara Boxer
United States Senate
Washington, D.C. 20510

Dear Senator Boxer:

This is in response to your letter of July 23, 1998, co-signed
by serveral of your colleagues, concerning the Food and Drug
Administration’s (FDA) proposed rule implementing section 401
of the Food and Drug Administration Modernization Act of 1997.
We thank you for your comments to Docket No. 98N-0222 on the
Dissemination of Information on Unapproved/New Uses for
Marketed Drugs, Biologics, and Devices.

Your interest and comments are appreciated. Please be assured
that your comments will be considered in preparation of the
final rule. A similar letter has been sent to your co–signers.

Sincerely,

Diane E. Thompson
Associate Commissioner

for Legislative Affairs

bcc : HFW-10
HFW-2
HFW-14
HFA-305

R/D: LPalmer 7/30/98
Review: J. Dupont 8/2/98
Review: B.Shultz 8/26/98
F/T:lcg:8/31/98(S:\WP\~EISTER\98-6387 .WPD)
Control 98-6387
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‘lEhitd $i?katcff ~cnate
WASHINGTON, DC 20510

JU]Y23, 1998

Dockets Management Branch (I-WA-305)
U.S. Food and Drug Administration
Department of Health and Human Scmkes
Room 1-23
12420 Pzu-klawn Drive
Rodwille, MD 20857

Re: Docket No. 9tlN-0222, Dissemination of Information on
Unapproved/TJcw Uses for Marketed Drug, Biologies, and
Devices

[)ear Sirilvladarn:

As the authors and principal legislative sponsors of Section 401 “of S. 830, the

Feud and Drug Administration Modcmization Act of 1997 (IDAMA), wc arc writing to express

our strong concerns regarding the Food and Drug Adminis&ation’s (FDA ‘s) proposed rule

“Dissemination of Information on UnapproverVN~w Uses for Marketed Drugs, Biologics, and

Dtwiccs,” published in the Federal Register on June 8, 1998. Despite the fact hat sec[irm 4(J1

was the subject of extensive and exhaustive negotiations. FDA’s proposed regulations appear to

beat odds with k inmnt of the provision by imposing cdkions that will negate or scvcrcly

limit dkernination of valuable health information that was explicitly sanctioned under the

statute. As driifkd, FDA*s proposed regulations are ineonsi~en[ with Congressional intcn~ fw

section 401.

In the preamble to the proposal, FDA rqucsts that interested parties provide

eoncrcte suggestions to address various issues contained in the proposal. This letter responds to

that request. In doing so, we hope to work with tic agency i’norder to ensure tha[ k final

regulations are consistent with Congressional intent.
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As clearly set for&hin tie legislative history, the intent of section 401 is to ensure

that health cal-e praetiticmers can obtain important scientific information about uses that are not

included in the approved labeling of drugs, biologics and devices. AS the Conference Report on

FDA-MA six forth w“th regard to section 401:

The Cxmfcrencc agreermxt’s inclusion of tlis section is intended to provide tiat
health care practitioners can obtain important scientific itiormation about uses
that are not irdudcd in the approved labeling of drugs, biological products and
devices. The conferees+ also wish to encuurage that these new uscs be included on
the product laid.

H,R Rep. 105-399 at 99 (1997).

The following statements from hearings on this issue fUrther suppoti that position:

For me, *e subject of today’s hearing is very clear: Should the Federal
Gmwnrncnt stand as a roadblock in the tiee flow of responsible information
m physicians about treatments which could mean the d.iffcrcnee between life
and death for many people with cancer md other diseases? 1 believe the
questions should be answered with a resounding “No_”

More Information for Better Patient Care: Hearing of the Senate Committee on Labor and

Human Resources, 104th Cong. 2 (1996) (Statement Qf Senator MackJ

A key question befiirc us today is why the manu&oturer of a potentially
valuable product is forbidden to share thm information with medical
providexs, people in the medical profession. No one is talking about allowing
them to market those off-label uses or to advertise these uses, but what we are

taking tdmut is the facilitation of information flow withk this controlled
tlarncwork of the medbl community.

More Information for Betler Patient CXC: Hearing oft.hc Senate Committee on Labor and

Human Resources, 10W Cong. 6 (1996) (Statement of SenatorFrist).
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As these statements indkaw, in devising a program for dissemination of off-label information, in

addition to facilitating me dissemination of medical information, Congress also sough~ to

encourage, where appropriate, inclusion of such new uses on the product labels. nus. section

401 of F’D= strikes a careful balance be~~n providing aeecss LfJpeer reviewed journals and

reference publications (such a.. textbooks) hat dcseribe studies on “off-label” uses of approved

products, and m.suring that research is undertaken to gm such new uses on product labels. Ii is

clear that the purpose of section401 was limited to mandating greater dissemination of scientific

itiorrnation; the section does not authorize increased Product promotion.

The system that Congress cnvisionc~ and which was the suhjcet of exhaustive

consultation between FDA and Congressional sti, was onc which would incorporate scientific

and medical journals’ existing criteria for scientifically sound articles. We did not “intend for

FDA to redefine the criteria by which journals that meet the srmu;ory requiremcn!s for

dissemination judge the soundness of such tiicics.

Through its proposed regulations, FDA is attempting: (1) to severely limit the

types of i&ormatinn about clinical investigations that maybe disseminated substantially beyond

what wc intended; (2) to circumscribe the statutoty exemptions Iiom the requirement to file a

supplemental appliwtion; and (3) to devise an administrative process that titrates

Congressional intent that decisions be reached within sixty days on a compan y’s requesl m

disseminate the information.

The public policy underlying section 401 was the subject of extensive

negotiations between FDA rcprosentativcs and Congressional stafY and was debated at length hY

the Congress. Wc included so muoh detail in this section in order TOensure that it maintained the

balance that is critical 10 the success of this provision. The proposed regulations go beyond

Congressional intent- We cite several prime examples of this below.

ICN’BI .N3S &, Es:t’T Z6/8Z/LO
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I. In Contradiction of the Statute, FDA’s Proposed Reguhttioas
Dramatically Limit the Types of Clinical Investigations to Which
Scientific hticles lntendcd for Dissemination May Pertain

The law authorizs disscmina~ton of information on a new usc of an approved

product if tie information is in the Lx-m of an unabridged:

rcpfit or copy of an micle, peer-reviewed by experts qualified by
scirmtific training or experience to evaluate the safety or
effectiveness of rhe drug or devi~ involved, which was published
in a scientific or medical journal. . . which is about a clinical
investigation with respect to the drug or device, and which would
be considered to be scientifically sound by such expens.

Jndeed, Congress intcnticmally defied the term “scientific or medical journal”” in the statute in

order to avoid FDA defining the term or fiber limiting the informaiiun that cmild be

disseminated. The statute defines a “scientific or medical journal” as

a scientific or medkl publication (A) that is published by an organization (i)
that has an editorial bonrd; (ii) thatutilizes experts, who halve demonstrated
expertise in tic subjeot of en article under review by the orgarti?ation and
who am independent of the organization, to review and objectively select
reject, or provide comments about proposed anicle~ and (iii) that has a
public! y stated policy, to which the organiatio~ adheres, of fidl disclosures
of arty conflict of interest or biases for all authors or contributor involved
with the journal or organization; (B) whose articles are peer-reviewed and
published in accordance with tie regular peer-rwiew procedws ef the
organi.zath; (C) that is gemm.dly recognized to bc of national scope and
reputation (D) that is indexed in the lndcx Mcdkws of the National Library
of Medicine of the National Institutes of Health; and (E) that is not in the
form of a special supplement that has been fbnded in whole or in part by one
or more manuf’lurem.

l“hus, Congress set forth two criteria that an article must mat in order to be disseminated: (1) it
must be about a ciini~ investigation ad (2) it must be published in a scientific or medical
journal as defined in the statute.

soopJ 3DVM “N3s a 6s:PT z6/8z/Lo



Dockets M~agement Rrmch
July 23, 1998
Page 5

9oo@J

Despite the clear hmguage of tic statute, FDA has proposed regulations that would severel>
restrjct rnanut’acturers’ ability 10 disseminate scientifically important articles- This is done by
restricting dissemination to articles destibing a narrow range of clinical trials and by requiring
that the arcicfes include more infommtion about the trials than normally is conmi.ned in many
peer-reviewed journal articles. For example, the statute identifies as an aniclc that may be
disseminated one”. . . which is about a clinierd investigation with respecr to the drug or
device. . . .“ 21 U .S.C. $ 360aaa-1 (a)(l ). It explicitly contemplates that if such an article is
published in a peer-reviewed journal and complies with the other criteria of the law it may be
disseminated. IMspiTc the clarity of the smtute, FDA severdylimits the types ofahclesrhat
may he disseminated by defining “cIinical investigation” as an invcstiga[ion in humans that is

DeGtiveIv da nned to test a specific clinical hypothesis. Proposed 21 C .F,R. j 99.3(h). Such
limitation usurps the role ofthc peer-reviewers of the scientific m medical journal and was not
the imem of Congress.

IiIA’s proposed regulation also provides thar

The delerxnination of whether a clinical investigmion is considered to be
“scientifically y sound” will rest on whe~er the desi~ conduck data, and
a.mdysis of the investigation described or discussed in a reprint or copy of
an article or in a reference publication reasonably support the conclusions
reached by the authors.

Proposed 21 C.F.R. ~ 99.101 (I3)(I).

In the prwnblc to this proposed rule, FDA sets foti eight criteria for a

%icntifically sound” clinical investigation. 63 Fed. Reg. at 3114647. ‘llmw eight critcn% if

applied by FDA, would place inappropriate limitatictns on the types of journal articles that may

he disseminated. By defining what constitutes a scientifically sound clinical inves[igatio~ FDA,

in cssencc, is defining for each and every peer-reviewed journal the criteria their experts should

usc to evaluate and publish articles. Further, the proposed regulations would aIlow FDA to

substitute its judgment as to the scientific soundness of clinical investigations for the judgment of

the peer rcviewrs as contemplated by the statute. It was nol our intent to assign to th~ agency

the role of independent reviewer of peer-reviewed scientific literature.

mm “Ims a 6S:PT Z6/QZ/LO



Dockcw Management Branch
Jtiy 23, 1998
Page 6

The discussions neverfocused on the need for the agency to define “clinical investigation;”

rather,theytbeused on stq.ndads for qualified medhd journals, which were incorporated into tie

statute. Thus, to the cxtenl FDA’s proposed regulations and a-panying preamble langu~gc

impose speciiic requirements as to the wc of investigatioti that mu. be described in pccr-

reviewed journals in order to be eligible for dissemination under section 401,theagency&

circumventing Congress’ decision to rely on the judgment of independent medkzd experts

employed as part of the peer-review process of appropriate scientific or medical journals.

In sum, Congress determined that a copy of an art.iclc “about a clitieal

investigation” published in a scientific or medical journal was acceptable for dissemination.

consistent with compliance with Lheother provisions of section401. According y, if an artic.lc

about a clinical investigation published in a scientific or medical journal a!so met the

requirements of the statute with regard to submissions to FDA regarding the conduct of clinical

invetigaticms or exemptions therefrom, snd compliance with labeling requirements, including

required disclosures and otkr Mormation required by FDA, under the statute that article is

acceptablefor dissemination. Congress did not intend that FDA heeomc the arbiter of what the

publiearion criteria should be for every peer-reviewed journal. ~he eight criteria prescribed by

FDA that an article must meet in order to be ctigible for dissemination have no place in the

implementation of the statute and should be delet~ as should FDA’s dcfmition of “scientifica!ly

sound” As long as the article and the manufacturer @hwwise comply with the law. the

regulation and accompanying preamble should bc revised to make clear tit the two sta[umry

cntcria, described above, are the only bases upon which an article may be disserninaled.

xx-14 “Iu3s a 6S:VT Z6/8Z/Lo
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II. FDA’s Proposed Regulations Effectively Prohibit the Dissemination of
Reference Publications

The agency also fails to consider Congressional intent with regard to reference

publicati~m. lle law”requires FDA to pad the distribution of reference publications,

including refcrcncc texts, that meet rhe requirements of tie statute. 21 U.S.C. ~ 360aaa- 1(b).

Like scientific or medical zmicles, truthfd, nonmislcading reference texts are eligible for

dissemination under the statute if they meet IWOcriteria. FirsL they mmt include information

about a clinical tird. SeeonL they must meet the statu~uxy definition of ii rcfcrcnce publication.

A reference publication is carefully defined as a publication which: (I) has not been wrimn,

edited, exccrpt~ m published for or at the request of the manufacture (2) has not been edited

orsignificantlyinfluenced by the manufacture (3) has not been solely distributed through such

a msnufacmrer; and (4) dots not focus on any particular drug or dcvicc of the dissemina~ing

manufacturer. M

The agency fails to recognize the intent of Congress by “proposing rcgukttions thal

include a deftition of “clinical investigation” tha~ by tie agency’s own admission, few, if any,

reference [ext.s ean meet, thereby effectively prohibiting the distribution of reference

publications.

FDA’s discussion of the issue in the preamble implies that it is Congress’ statute,

not the agency’s regulations. that tdlixtivcly prohibit the dissemination of refcrencc texts. FDA

states that “~lccause the statute req~ the information being dkeminated to he about a

clinical invcstigzdio~ itseems unlikely that many rekence publications will meet the

requirements for dissemination under this provisioil.” 63 Fed. Reg. at311 46. lle sra~e is

clear: FDA must allow the dissemination of reference texts that meet the requirements of the

statute. lt is the agency’s proposed resrnrxions on what constitutes a “clinical investigation” that

would prevent dissemination of reference materials.

X3VFI “NZfS a 00:ST Z6/@Z/LO
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FDA should revise the regulation to track the stmute. As with articles in scientific or

medical journals discussed above, PDA should revi~ the regulations 10 make clear that the

srarmory criteria antrol and should eliminate the additional criteria on clinical investigations

discussed above. Moreover, if the agency fails to issue regulations that permit the dissemination

of rcfercncc texts, the law makes it clear that section401 will bccomc effective November 21,

1998. 21 U.S.C. ~ 360a=- fi(d).

6001@ X2VR“Am a 00:gT z6/8z/Lo
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111. FDA Proposes to Unnecessarily Limit the Exemptions From Filing a
Supplement

Congress balanced the clisscmination of appropriate off-label information with a

system that ensures thatnew uscs described in such artich% arc properly studied and becornc

approved. Congress dit however, recognhc that there were sevcml circumstan ccs where it

would be unnecessary or unwise to force a company to seek approwd of these new uses.

Therefore+ Congress established two bases on which a company maybe exempted from the

statutory obligation to seek supplemental approval: (1) where il would be economically

prohibitive for the manufacturer to incur the costs necessary for such a submission, taking into

account the lack of any exclusive marketing rights and rhe size of the population expw[cd to

benefit from approval of the supplemental applidon; or (2) whine it would bc unethical to

conduct the studies neecssary for the supplemental applicatio~ tahg into account whether [he

new use is the sm.ndard of mcdicnl care. 21 U.S.C. # 360aaa-3(d).

A. FDA’s Criteria for Economically Prohibitive

Supplements is Inconsistent with FDAMA

FDAMA authorizes FDA to waive the mquirunent for submissirm of a

supplcmtm.al application cm an off-label use upon a determination that it would be

“economically prohibitive*’ to conduct the studies neccssaxy to support the supplement. l%e

criteria set forth in FDA’s proposed regulations and accompanying preamble km~uage for

meeting this exemption are far more cxaeting than those contained in the stmne. For exarnplc,

FDA has proposed that to qualify for such exemption the manufiiturer must demonstrate that the

cost of studies needed to support the submission of a supplemental application will exceed the

total revenue from all sales of the product (minus expenses) – not just sales for tie off-label use.

I%puscd 21 C.F.R. $ 99.205(b)(l)(ii).

X3VR .NEIS s , TO:ST Z6/8Z/LO
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TM was not our intent. Requiring that estimates of economic benefit to the manufacturer bc

equal to the prewdencc of all diseases or conditions that the drug will be used to treat is at odds

with the intent of The provision -- which was to authizc a waiver based on the economics of the

new use.

‘l%e intent of tic “cconornicdy prohibitive” exernp[ion is dcmonswitcd by

examination of the statumry previsions lhcmselvcs. The lwo statutory considerations that the

Secretary “shall consider”’ in determining whether studies would be economically pruhhitive arc

(a) the lack of exclusive marketing rights with respecf IOthe new use and (b) the size of the

population expected to bcnefitfiom approwd of the supplemental application. 21 U.S.C.

$ 360aaa-4(d)(2)(A) (emphasis added).

B. FDA’s Criteria for Exemption from Supplement Requimmen( Based on

EthicaI Issuess is Inconsistent with FDAMA

FDA did not adhere to Congressional iutcnt with respect to the second exernptitm

from the requirement tha[ the manufacturer 61c a supplemental application. Congress provided

that a rna.nufacturcr should not be requircci to file a supplement where it would be unethical to do

so. When a patient would be denied access to a hmtpy known or believed to be effmive m

where the patient would bc denied the standard of medical - by taking part in Hc1inieal trial,

tic manufacturer should not be required TOconduct such trials in support of a supplemental

application. Instead of adhering to Congressional inten~ however, the FDA indicates TM

exemptions shouid be granted only “rarely”.

In setting forth the criteria for when it would be “unethical 10conduct sludics

necessary for the supplemental application”, the sWIULestates:

in making such dctcnnintttiun the Secretary shall oonsider (in addition to any
other considerations the Sccrctary finds appropriate) whether [he ncw use
involv~ is the stan&d of m~i~] care for a health condition.

& TO:ST z6/9z/Lo
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21 U~S.C. $ 360aaa-3(d)(2)(B). The Conference Report expounds on this notion:

In making the dewrmi.nation of whether to gmnt an exemption pursuantto
subsection (d)(2), the Secretary may consider, among other factors, whether: the
new use meets the rquiremcnts ofsection- 186([)(2)(B) of the Sc=ial Security Act; -
a medical specialty society that is rqxesentcd in or recognized by the Council of
Mcdioal Specialty Societies (or is a subspecidty of such society) or is recognized
by the kcrican Osteopathic Association, has found that the new use is consistent
with sound medical pmctice; the new usc is described in a recommendation or
medical practice guideline uf a Federal health agency, including the National
Institutes of Heal~ tic Agency for Health Care Policy Rcs@ and the Centers
fix Disease Cmttml and Prevention of the Department of Health and Human
Services; the new use is described in onc of three compendia: The U.S.
Phartnacqocia-Drug Information, the American Medical Association Drug
Evaluation, or the American Hospital Association Formulary Sewice Drug
Information, the new usc involves a combination of products of more than one
sponsor of a new drug application, a biological Iiccnsc application. a device
premarkct notification, or a device prcmarke[ ~pprovd application; or the patent
stalm of the producl.

HR. Rep. 105-399 at 100.

FDA’s proposed regulations set forth at 21 C.F.R. tj 99.205(b)(2)(ii) would limit

application of this exemption to only those situatirms when “withholdhtg the drug in rhe course

of conducting a comrol led clinical study would pose an unreasonable risk of harm to human

subjects.” 63 Fed. Reg.al31149 (emphasis added). FDA goes on to say that art Lnw-onabie

risk of harm ordinarily would arise only in situations in which the intended use of the drug

appears to affect “mormlhy or irreversible morbidhy”. ~ To limit this exemption in the manner

proposed is inconsistent with the statutory hinguage that the Secretmy consider whether the ncw

use is the standard of oare.l

‘ The proposed regulation srarcs that, “the mumdkturcr may provide evidence showing thar
the new use is broadly acecpted as current standard cncdical weatment or therapy. She
manufa~er shall also rtddressthe possibility of conducting studies in ttfferent populations or
of modified dcsi~ (e-g., add~ the ncw therapy to existing treatments or using .an altcmtitivc

dose if monothcrapy studies could not be acccphxi).” Proposed 21 C. F. IL. $ 99.205 (b)(2)(ii).

a To:9T Z6/tfZ/LD
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Prnposcd 21 C.F.R. $ 99.205(%)(2 )(ii) should be revised in several ways in order

to refiect Cougressiorml intcn~ FirsL FDA should dekte from the final regdation fic hnkation

that only those s&lies in which the intended use of tic drug’ appears to aflect modity or

morbidity may bc considered unethical. SeconG FDA should include in the final regulation the

kmguagc horn the Conference RcporT quoted above which identifies when a new use may bc

considered a standard of medical c-arc. Importantly, lhc regulation also should make clear that if

anew usc constitutes current s~ildard medical cam. it M be considered unethical to require a

study on such usc and, thus, an exemption ~ be granted.
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Iv- l?DA’s Proposed Regulations Attempt to llnderminc the StatutoW
Requirement Thst FDA Respond 10Submissions Within Sixty Days

l%c statute provides that when a mmufacmrer files a submissiol~ ~th FDA

seeking to disseminate infonnarion, FDA must determine whether or not the submission meets

the snatutory criteria within sixtv dav~. 21 U-S-C. $Q 360aaa(b), 360aaa-3(d)(3). lt is irrelevant

to Congress how the agency breaks down its review Ume in the intcmetig sixtY days, but at dle

end of sixty days, FDA must dcwrmine whether mnpletc submissions may be disseminated.

1. However. FDA’s regulations pruposc that within sixty dpys of receiving a

sulxnissio~ the agency may determine whether it is approved, denied m the agcncv needs

-e info-. Proposed 21 C.F.R. $ 99.301(a). While it is appropriate for the

agency to determine Ihat it can ord y rnic such determinations on comple~c submissions,

tic agency Ikils to provide any time hrnes for obtaining additional information and

responding to the mzmufacturcr. As a rcsu[t, the agemy could request additional

itionnaticm on day 59, receive such information promptly, and then not respond to the

submission fos an undefined period of time. my regulations promulgated by the agency

should set specillc time fmrncs estahiishing how long the agency has to respond to a

submission of additional, information within the Congressionally-mandatd sixty day

period.

We also arc concerned that proposed 21 C.F.R. $ 99.205(d) states that the sixty

day period begins when MIA receives a “complete submission” without I%rthcr discussion of

how long FDA may take to determine whether a submission is complete. The regulation should

he revised m rcfleet our intent that any judgment as to completeness, as well as the decision tO

allow or disallow dissemination, should occur witin sixty days. k an analogous situatioq in it&

Prescription Dmg User Fee Pcr60rrnance and Management GoaIs Ff.)A sets 6 and 12 month time

fiwrms for approving applications or supplements thereto. Wi~hin those time frames, FDA

makesjudgment as to whether the application is acceptable for filing. The sarnc process should

occur here withk the sixty day time frame.
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To allow FDA an indeterminate amount of time before the sixty day time fiamc begins is nul

what Congress intended. “l%eregulations should he explicit that the judgment as to the

completeness of the submission shall occur within the overall sixty day time tic.

Lastly, the propwcd regulations state that when a manufacturer submi~s a

certification thal it intends to conduct studies and submit a supplement within 36 months, tie

protocols must be submircecl pu~uant to an IND~ Proposed 21 C.F.R. Q99.201 (a)(ii)(4). ‘Ihen,

according to the preamble, “[t]he protocols will be reviewed as an original ~ or lDF. m an

amendment to an existing IND or IDE-” 63 Fed. Reg.at31148. Under boti t}]e ND

regulations, 21 C-F.R. part 312, and the IDE regulations, 21 C.F,R part 812. FDA has thirty days

to object to The initiation of the protocol. Under this proposed regulation, FDA has sixty days

frmn the reeeipt of a eomplcte submission to decide whether to allow the clis.un~”mation of the

information. Proposed 21 C.FR $ 99.201(d). It was not the intent of Congress that the sixty

day time frame for a deeision regarding dissemination be delayed as a result on ongoing 7ND

negotiations. Therefore, the regulation should be clarifled to state that nolling in this reguitition

is intended to Iengthcn the thirty day review period under the IND and IDE regulation” cited

above.
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v. Conclusion

& drafted, FLIA’s proposed disscrninathm regulation dots not reflect

Cmgrcssioni intent. Wc accep~ in good faith, FDA’s request that interested parties ofier’

concrete changes to the proposaI as published. We, in good faith, have responded [u [hat offer

with a number of concrete revisions to the regulation. While it is not our intention to advise

FDA a.. to the precise approach its implementing regulations for section401 of FDAh4A should

take, we arc concerned tith many aspects of the proposed regulations.

The purpose ofScc~ion401 was to ensure [he free-flow of objective scientific

information to health care practitioners about new uses of FDA-approved products under specitic

circumsranccs. As drafki, the FDA regulations titrate the objccrive of this provision. 1n

addition, this is a time-iimited progmtn scheduled to sunset in 2006, or seven years after

implementation. The prcwision also includes a mquircmcnt that a study bc conducted to exarninc

the scicnLific issues t-sised. Therefore, to assure a thorough cxamina[ion of the issues raised by

the enactment of these provisions, we believe itis imporumr that Congressional intent be

followed.
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We strongly urge the agency to revisit the issues we have raised and to ensurethat

its final regulation arc consis~cnt with the statute and legisltilive histmy of this provision.

Sincerely,

Connie Mack
United Slales %latc

‘\& u7f-Ron Wydcn ‘“–
United States SenateU

cc: Michael A. Friedman, MOD.
Lead Deputy Commissioner
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Christopher J, Dodd
United Sutcs Senate

United States Scmate
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